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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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DETAILED ACTION 

1. Applicants' Response to Office Action, received 20 November 2008, is acknowledged. 
Claims 1, 2 and 3 have been amended. 

2. Claims 1-12, 14-18, and 27-50 are pending. Claims 28-45 are withdrawn from further 
consideration pursuant to 37 CFR 1.142(b), as being drawn to a nonelected invention. 

3. Claims 1-12, 14-18, 27, and 46-50 are under consideration. 

Rejections Withdrawn 

4. The objection to claims 1, 2, and 3 is withdrawn in light of the claim amendments. 

5. The rejection of claims 1-12, 14-18, 27 and 46-50 under 35 U.S.C. 112, second 
paragraph, as being indefinite for "a longer polypeptide", is withdrawn in light of the 
amendment of the claims. 

Rejections Maintained 

6. The rejection of claims 1-12, 14-18, 27 and 46-50 under 35 U.S.C. 112, second 
paragraph, as being indefinite for "immunologically equivalent" is maintained. 

Applicants argue that the teachings in the specification, pages 8-10 and 13 disclose that 
a peptide is "immunologically equivalent" if both peptides satisfy one of property i) through 
property viii) and therefore the term is clear. 

The examiner has considered applicants' argument, but does not find it persuasive. 
Page 13, lines 1-3 state: In the present context, two polypeptide fragments are 
immunologically equivalent if they both satisfy property i), property ii), property iii), property v), 
proverty vi), property vii), or property viii). The use of the alternative, i.e., "or", permits one 
polypeptide fragment to satisfy property i) while the second polypeptide fragment satisfies 
property viii). There is no requirement that the two fragments satisfy the same property. 
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Claim Rejections - 35 USC § 112 

7. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 1-3 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Each of the claims is drawn to a substantially pure polypeptide selected from a group 
consisting of a short peptide of at least seven amino acids and at most 10 amino acids, "and" 
oligopeptide of at least 11 amino acids and at most 100 amino acids "and" a longer polypeptide 
of at least 101 amino acids and at most 150 amino acids. Because of the two instances of 
"and", it is unclear what actually is the Markush group, i.e., are there only two choices, one 
choice being the combination of the short peptide and the oligopeptide, or are there three 
choices, short peptide, oligopeptide, and longer polypeptide. 

9. Claims 1-3 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Line 4 of each claim recites "said polypeptide". It is unclear to which preceding 
polypeptide is being referred. Is it the "substantially pure polypeptide" or the "longer 
polypeptide"? 
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10. Claims 1- are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

One embodiment of claims 1 and 2 is drawn to a polypeptide of 7 amino acids which 
"comprises" an amino acid sequence encoded by a member of the esat-6 gene family with the 
proviso that the polypeptide is not selected from a group of 15 members of the esat-6 gene 
family. 

According to page 3, lines 29-33, there are 26 genes of the esat-6 gene family. Thus, 
the claimed polypeptide can be from Rvl036c (SEQ ID NO:7, 112 amino acids long), Rv2348c 
(SEQ ID NO: 13, 108 amino acids long), Rv2653c(SEQ ID NO: 15, 107 amino acids long), 
Rv2654c(SEQ ID NO: 17, 81 amino acids long), Rv3020c(SEQ ID NO: 19, 97 amino acids long), 
Rv3444c(SEQ ID NO:21, 100 amino acids long), Rv3445c(SEQ ID NO:23, 125 amino acids 
long), Rv3890c(SEQ ID NO:25, 95 amino acids long), Rv3891c(SEQ ID NO:27, 107 amino acids 
long), Rv3904c(SEQ ID NO:29, 90 amino acids long) or Rv3905c(SEQ ID NO:31, 103 amino 
acids long). 

Because the claimed polypeptide of 7 amino acids "comprises" an amino acid sequence 
encoded by one of the polypeptides listed immediately above, it is unclear how one has a 7 
amino acid sequence which "comprises" an amino acid sequence of 81-125 amino acids. 

Claims 4-12, 14-18, 27 and 46-50 depend from these claims, but do not clarify the issue. 
Conclusion 

11. No claims are allowed. 

12. Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Rodney P. Swartz, Ph.D., Art Unit 1645, whose telephone number is (571) 
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272-0865. The examiner can normally be reached on Monday through Wednesday from 9:00 
AM to 7:30 PM EST. Thursday is the examiner's work at home day. 

If attempts to reach the Examiner by telephone are unsuccessful, please contact the 
Examiner's Supervisor, Robert B. Mondesi (571)272-0956. 

The fax phone number for the organization where this application or proceeding is 
assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 


/Rodney P. Swartz, Ph.D./ 
Primary Examiner, Art Unit 1645 
January 30, 2009 


